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DETAILED ACTION 
Claim Objections 

1 . Claim 14 is objected to because of the following informalities: 

The limitations "an area of contact between the expression surface and the body 
part" appear to make a positive body recitation. It is suggested that the Applicant amend 
the claim to include -adapted to contact- or -configured to contact-. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 1-3, 6-20 and 22 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Mitchen (US Patent No. 5,014,718). 

In regards to claim 1, Mitchen disclose(s) a bodily fluid sampling device 10, 
comprising: 

an incision forming device 13 to form an incision in a finger; and 
an expression cap 14 defining an opening through which the incision forming 
device 13 forms an incision, the expression cap 14 having an expression surface 
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capable of expressing fluid from the incision, the expression surface having at least two 
opposing compression surfaces with a negative sigmoidal shape capable of enhancing 
expression of body fluid from the incision, the expression cap 14 defining a relief notch 
between the compression surfaces, the relief notch being sized to receive the finger to 
permit the compression surfaces to first contact the finger when the expression surface 
is pressed against the finger (see figs. 2-4; column 2/lines 45-49 & 56-66). 

In regards to claim 2, Mitchen disclose(s) a bodily fluid sampling device 10 
wherein: the expression cap 14 includes a support portion 12 and an expression portion 
14 detachably coupled to the support portion, wherein the expression portion is 
detachable from the support portion to allow cleaning of the expression portion (see 
figs. 2-4). 

In regards to claim 3, Mitchen disclose(s) a bodily fluid sampling device 10 
further comprising a testing device 19 disposed in the expression cap 14 for analyzing 
the fluid from the incision (see figs. 2-4; column 3/lines 4-16). 

In regards to claim 6, Mitchen disclose(s) a bodily fluid sampling device 10 
wherein the relief notch extends on opposite sides of the opening. 

In regards to claim 7, Mitchen disclose(s) a bodily fluid sampling device 10 
further comprising a device body 19 coupled to the expression cap 14 (see figs. 2-4). 

In regards to claim 8, Mitchen disclose(s) a bodily fluid sampling device 10 
wherein the expression cap 14 is removable from the device body (see figs. 2-4). 

In regards to claim 9, Mitchen disclose(s) a bodily fluid sampling device 10, 
comprising: 
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means for forming an incision 13 in a body part; and 

an expression cap 14 defining an opening through which the means for forming 
the incision 13 forms the incision, the expression cap 14 having an expression surface, 
the expression surface defining a relief notch, wherein the expression surface is shaped 
to apply a generally even force against the body part when expressing body fluid from 
the incision (see figs. 2-4; column 2/lines 45-49 & 56-66). 

In regards to claim 10, Mitchen disclose(s) a bodily fluid sampling device 10 
wherein the expression surface has a negative sigmoid shape (see figs. 2-4). 

In regards to claim 11, Mitchen disclose(s) a bodily fluid sampling device 10 
wherein the expression surface has a saddle shape (see figs. 2-4). 

In regards to claim 12, Mitchen disclose(s) a bodily fluid sampling device 10 
wherein the relief notch extends across the opening (see figs. 2-4). 

In regards to claim 13, Mitchen disclose(s) a bodily fluid sampling device 10 
wherein the expression cap 14 has a generally cylindrical shape (see figs. 2-4). 

In regards to claim 14, Mitchen disclose(s) a bodily fluid sampling device wherein 
an area of contact between the expression surface and the body part has a surface 
area between about 0.2 to 0.6 square inches (see column 5/lines 10-16). 

In regards to claim 15, Mitchen disclose(s) a method, comprising: 

providing a sampling device 10 that has an expression surface with at least two 
opposing compression surfaces that have a negative sigmoidal shape and a relief notch 
defined between the compression surfaces that is shaped to generally conform to a 
body part; 
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placing the expression surface against the body part with at least a portion of the 
body part received in the relief notch; 

forming an incision in the body part with the sampling device 10; and 

expressing body fluid from the incision by exerting pressure between the body 
part and the expression surface (see figs. 2-4; column 3/lines 4-16; column 4/line 58 to 
column 5/line 5; column 5/lines 10-16 & 25-30). 

In regards to claim 16, Mitchen disclose(s) a method, wherein the expression 
surface has a negative sigmoid shape (see figs. 2-4). 

In regards to claim 17, Mitchen disclose(s) a method, further comprising 
analyzing the body fluid with the sampling device 10 (see column 3/lines 12-16). 

In regards to claim 18, Mitchen disclose(s) a method, further comprising keeping 
the sampling device 10 in place against the body part during said forming and said 
expressing (see column 3/lines 4-7). 

In regards to claim 19, Mitchen disclose(s) a method, wherein said placing the 
expression surface against the body part occurs before said expressing the body fluid 
(see column 4/line 58 to column 5/line 5). 

In regards to claim 20, Mitchen disclose(s) a method, wherein said expressing 
includes pressing the body part against the expression surface (see column 4/line 58 to 
column 5/line 5). 

In regards to claim 22, Mitchen disclose(s) a method, wherein: 
the sampling device 10 includes an incision forming device 13; 
the expression surface defines an opening; and 



Application/Control Number: 10/811 ,268 Page 6 

Art Unit: 3736 

said forming the incision includes forming the incision through the opening with the 
incision forming device 13 (see figs. 2-4; column 3/lines 4-16; column 4/line 58 to 
column 5/line 5; column 5/lines 1 0-1 6 & 25-30). 

4. Claims 1-2, 4-13,15-17, 19 and 21-22 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Moerman (US Patent No. 6,706,049). 

In regards to claim 1, Moerman disclose(s) a bodily fluid sampling device (10, 
80), comprising: 

an incision forming device 30 to form an incision in a finger; and 
an expression cap (16, 85) defining an opening (18, 92) through which the 
incision forming device 30 forms an incision, the expression cap (16, 85) having an 
expression surface (22, 88) to express fluid from the incision, the expression surface 
(22, 88) having at least two opposing compression surfaces (24, 88B) with a negative 
sigmoidal shape to enhance expression of body fluid from the incision, the expression 
cap (16, 85) defining a relief notch (26, 87) between the compression surfaces (24, 
88B), the relief notch (26, 87) being sized to receive the finger to permit the 
compression surfaces (24, 88B) to first contact the finger when the expression surface 
(22, 88) is pressed against the finger (see figs. 1 , 3B, 4A-B & 10; column 4/lines 39-42 
& 43-48; column 5/lines 16-26, 28-33, 35-38 & 41-44; column 8/lines 32-38 & 54-59; 
column 8/line 60 to column 9/line 9; column 9/lines 19-28 & 31-36). 

In regards to claim 2, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein: the expression cap (16, 85) includes a support portion 12 and an expression 
portion (14, 81) detachably coupled to the support portion, wherein the expression 
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portion 14 is detachable from the support portion to allow cleaning of the expression 
portion 14 (see fig. 1 ; column 4/lines 49-52 & 58-61 ; column 8/lines 38-45). 

In regards to claim 4, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the expression surface (22, 88) is textured to enhance expression of fluid from 
the incision (see fig. 3B; column 6/lines 22-36 & 54-58; column 9/lines 31-36). 

In regards to claim 5, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the expression surface (22, 88) defines a plurality of ridges (see fig. 3B). 

In regards to claim 6, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the relief notch (26, 87) extends on opposite sides of the opening (18, 92) (see 
figs. 4A& 10). 

In regards to claim 7, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
further comprising a device body 12 coupled to the expression cap (16, 85) (see figs. 1 
& 10). 

In regards to claim 8, Moerman disclose(s) a bodily fluid sampling device (10, 80) 
wherein the expression cap (16, 85) is removable from the device body 12 (see fig. 1; 
column 4/lines 49-52 & 58-61; column 8/lines 38-45). 

In regards to claim 9, Moerman disclose(s) a bodily fluid sampling device (10, 
80), comprising: 

means for forming an incision 30 in a body part; and 

an expression cap (16, 85) defining an opening (18, 92) through which the 
means for forming the incision forms the incision, the expression cap (16, 85) having an 
expression surface (22, 88), the expression surface (22, 88) defining a relief notch (26, 
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87), wherein the expression surface (22, 88) is capable of applying a generally even 
force against the body part when expressing body fluid from the incision (see figs. 1 , 3B, 
4A-B & 10; column 4/lines 39-42 & 43-48; column 5/lines 16-26, 28-33, 35-38 & 41-44; 
column 8/lines 32-38 & 54-59; column 8/line 60 to column 9/line 9; column 9/lines 19-28 
& 31-36). 

In regards to claim 10, Moerman disclose(s) a bodily fluid sampling device (10, 
80) wherein the expression surface (22, 88) has a negative sigmoid shape (see figs. 4A 
& 10). 

In regards to claim 11, Moerman disclose(s) a bodily fluid sampling device (10, 
80) wherein the expression surface (22, 88) has a saddle shape (see figs. 4A & 10). 

In regards to claim 12, Moerman disclose(s) a bodily fluid sampling device (10, 
80) wherein the relief notch (26, 87) extends across the opening (18, 92) (see figs. 4A & 
10). 

In regards to claim 13, Moerman disclose(s) a bodily fluid sampling device (10, 
80) wherein the expression cap (16, 85) has a generally cylindrical shape (see figs. 1 & 
10). 

In regards to claim 15, Moerman disclose(s) a method, comprising: 
providing a sampling device (10, 80) that has an expression surface (22, 88) with 
at least two opposing compression surfaces (24, 88B) that have a negative sigmoidal 
shape and a relief notch (26, 87) defined between the compression surfaces (24, 88B) 
that is shaped to generally conform to a body part; 
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placing the expression surface (22, 88) against the body part with at least a 
portion of the body part received in the relief notch (26, 87); 

forming an incision in the body part with the sampling device (10, 80); and 

expressing body fluid from the incision by exerting pressure between the body 
part and the expression surface (22, 88) (see column 7/lines 1-17). 

In regards to claim 16, Moerman disclose(s) a method, wherein the expression 
surface (22, 88) has a negative sigmoid shape (see figs. 4A & 10). 

In regards to claim 17, Moerman disclose(s) a method, further comprising 
analyzing the body fluid with the sampling device (10, 80) (see column 4/lines 39-42). 

In regards to claim 19, Moerman disclose(s) a method, wherein said placing the 
expression surface (22, 88) against the body part occurs before said expressing the 
body fluid (see column 7/lines 1-17). 

In regards to claim 21, Moerman disclose(s) a method, wherein said expressing 
includes pressing the expression surface (22, 88) against the body part (see fig. 9). 

In regards to claim 22, Moerman disclose(s) a method, wherein: 
the sampling device (10, 80) includes an incision forming device 30; 
the expression surface (22, 88) defines an opening (18, 92); and 
said forming the incision includes forming the incision through the opening (18, 92) with 
the incision forming device (see column 7/lines 1-17). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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US Patent No. 5,569,286 to Peckham et al. discloses a lancet assembly 
US Patent No. 5,843,036 to Olive et al. discloses non-dosing cartridge for an 
injection device. 

US Patent No. 5,324,303 to Strong et al. discloses a combined lancet and multi- 
function cap and lancet injector for use therewith. 

US Patent No. 6,197,040 to LeVaughn et al. discloses lancing device having a 
releasable connector. 

US Patent No. 5,383,885 to Bland discloses a blood collection and testing 

device. 

US Patent No. 5,709,699 to Warner discloses a blood collection and testing 

device. 

US Patent No. 4,484,910 to Sarnoff et al. discloses a dual mode automatic 
injector. 

US Patent No. 4,635,633 to Hufnagle discloses a combination sterile pad support 
and lancet. 

US Patent No. 5,318,584 to Lange et al. discloses a blood lancet device for 
withdrawing blood for diagnostic purposes. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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